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The MAILING DATE of this communication appears on the cover sheet with the correspond nee address

Peri d for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.
- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely.

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1 )S Responsive to communication(s) filed on 04 March 2003 .

2a)|3 This action is FINAL. 2b)D This action is non-final.

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213.

Disposition of Claims

4)^ Claim(s) 1.2.9.10 and 25-29 is/are pending in the application.

4a) Of the above claim(s) 9 and 27-29 is/are withdrawn from consideration.

5)D Claim(s) is/are allowed.

6)M Claim(s) 1.2.20,25 and 26 is/are rejected.

7)D Claim(s) is/are objected to.

8)I3 Claim(s) 1.2.9.10 and 25-29 are subject to restriction and/or election requirement.

Application Papers

9)D The specification is objected to by the Examiner.

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

1 1)D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner.

If approved, corrected drawings are required in reply to this Office action.

12)D The oath or declaration is objected to by the Examiner.

Priority under 35 U.S.C. §§ 119 and 120

13)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f).

a)D All b)D Some*c)D None of:

1 Certified copies of the priority documents have been received.

2.D Certified copies of the priority documents have been received in Application No. .

3.D Copies of the certified copies of the priority documents have been received in this National Stage

application from the International Bureau (PCT Rule 17.2(a)).

* See the attached detailed Office action for a list of the certified copies not received.

14)D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application).

a) The translation of the foreign language provisional application has been received.

15)D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121

.

Attachment(s)

1 )D Notice of References Cited (PTO-892) 4) Interview Summary (PTO-41 3) Paper No(s). .

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) CD Notice of Informal Patent Application (PTO-1 52)

3) (3 Information Disclosure Statement(s) (PTO-1 449) Paper No(s) 4. 6) Other:

U.S. Patent and Trademark Office

PTO-326 (Rev. 04-01) Office Action Summary Part of Paper No. 13
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DETAILED ACTION

The amendment filed March 4, 2003 (Paper No. 12) has been entered. Claims 1, 2, 9, 10,

25-29 are pending. Claims 1,2, 10, 25-27 are being examined to the extent that they read upon a

composition comprising IFN-a and IFN-0. Claims 9, 27-29 are withdrawn from further

5 consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, there being

no allowable generic or linking claim. Election was made without traverse in Paper No. 9. Any

objection and/or rejection of record that is not maintained and/or repeated in this Office action is

withdrawn. The text of those sections of Title 35, U.S. Code not included in this action can be

found in a prior Office action. Citations by the examiner are in an alphanumeric format, such as

10
M

(a l)"> wherein the "a" refers to the reference cited on the Notice of References Cited, PTO-892,

and the "1" refers to the Paper No. to which the Notice of References Cited, PTO-892, is

attached.

Maintained Formal Matters, Objections, and/or Rejections:

15 The application is not fully in compliance with the sequence rules, 37 C.F.R. § 1.821-

1 .825. It is acknowledged that correction of the specification will be forwarded under a separate

cover.

20

Claim Rejections - 35 USC §102

Claims 1, 25, 26 are rejected under 35 U.S.C. 102(b) as being anticipated by Lau (nlO) in

view of Der (ulO).



Application/Control Number: 09/660,468 Page 3

Art Unit: 1647

Applicant argues that neither Lau nor Der show or suggest transforming a cell line with
*

an anti-apoptotic gene. Applicant's arguments have been fully considered but they are not

persuasive. The claims are drafted in a product-by-process format. Even though product-by-

process claims are limited by and defined by the process, determination of patentability is based

5 on the product itself. The patentability of a product does not depend on its method of

production. If the product in the product-by-process claim is the same as or obvious from a

product of the prior art, the claim is unpatentable even though the prior product was made by a

different process. The claimed product appears to be the same or similar to that of Lau, although

produced by a different process. The amendment to the claim only establishes that the claimed

10 composition is produced by a process that is different from Lau's process. Applicant has the

burden to come forward with evidence establishing an unobvious difference between the claimed

composition and Lau's composition. Applicant has not come forward with any evidence that the

claimed composition and Lau ?

s composition were different.

1 5 Claim Rejections - 35 USC§103

Claims 1, 2, 10, 25, 26 rejected under 35 U.S.C. 103(a) as being unpatentable over

Kurimoto (alO) in view of Shimizu (blO).

Applicant argues that Kurimoto is not concerned with the problem addressed by the

present invention, nor does Kurimoto suggest Applicant's solution. Applicant's arguments have

20 been fully considered but they are not persuasive. In response to applicant's argument that the

references fail to show certain features of applicant's invention, it is noted that the features upon

which applicant relies (i.e., a cytokine mixture that is stoichiometrically similar to that produced
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physiologically) are not recited in the rejected claim(s). Although the claims are interpreted in

light of the specification, limitations from the specification are not read into the claims. See In

re Van Geuns, 988 R2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). The feature "producing the

mixture from a single cell line" is a process feature. Even though product-by-process claims are

5 limited by and defined by the process, determination of patentability is based on the product

itself. The patentability of a product does not depend on its method of production. If the product

in the product-by-process claim is the same as or obvious from a product of the prior art, the

claim is unpatentable even though the prior product was made by a different process. The

claimed product appears to be the same or similar to that taught by Kurimoto in view of Shimizu.

10 The process feature only establishes that the claimed composition is produced by a process that

is different from the process by which Kurimoto in view of Shimizu obtain the composition.

Applicant has the burden to come forward with evidence establishing an unobvious difference

between the claimed composition and composition taught by Kurimoto in view of Shimizu.

Applicant has not come forward with any evidence that the claimed composition and the

15 composition taught by Kurimoto in view of Shimizu were different. Attorney arguments cannot

take the place of evidence.

Applicant argues that Shimizu is not concerned with the problem addressed by the

present invention, nor does Shimizu suggest Applicant's solution, or the advantages thereof for

the same reasons applied to Kurimoto. Applicant's arguments have been fully considered but

20 they are not persuasive for the same reasons that Applicant's arguments applied to Kurimoto are

not persuasive.
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In response to applicant's arguments against the references individually, one cannot show

nonobviousness by attacking references individually where the rejections are based on

combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re

Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986).

5 Applicant argues that the examiner as not met his burden because none of the references

is concerned with the problem addressed by the present invention, nor do the references suggest

Applicant's solution. Applicant's arguments have been fully considered but they are not

persuasive. The claim is to a product produced by a process. The claim is not to a process. As

such, it is not necessary for the references to be concerned with the Applicant's process, nor do

10 the references have to suggest Applicant's process, so long as the claimed product appears to be

the same or similar to that taught by the reference(s).

Double Patenting

Claims 1,2, 10, 25, 26 are provisionally rejected under the judicially created doctrine of

15 obviousness-type double patenting as being unpatentable over claims 1-7, 15-22 of copending

Application No. 10105100. Applicant argues that the amendment to claim 1 renders the

conflicting claims patentably distinct. Applicant's arguments have been fully considered but they

are not persuasive. The only difference between the composition of the present claims and the

composition of the copending application is the process by which the composition of the present

20 claims is made. The claimed composition of the present claims appears to be the same or similar

to that of the claimed composition in the claims of the copending application.



Application/Control Number: 09/660
5468 Page 6

Art Unit: 1647

New formal matters, objections, and/or rejections:

Claim Rejections - 35 USC §112

The following claims are rejected under 35 U.S.C. 112, second paragraph, as being

indefinite for failing to particularly point out and distinctly claim the subject matter which

5 applicant regards as the invention.

Claim 25 recites the term "cytoklines cytokines". The metes and bounds of the term

"cytoklines cytokines" are not clearly set forth.

The term "overexpression" in claim 1 is a relative term which renders the claim

indefinite. The term "overexpression" is not defined by the claim, the specification does not

10 provide a standard for ascertaining the requisite degree, and one of ordinary skill in the art would

not be reasonably apprised of the metes and bounds of the invention. The metes and bounds are

not clearly set forth.

Conclusion

No claims are allowed.

1 5 Applicant's amendment necessitated the new ground(s) of rejection presented in this

Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a).

Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a).

A shortened statutory period for reply to this final action is set to expire THREE

MONTHS from the mailing date of this action. In the event a first reply is filed within TWO

20 MONTHS of the mailing date of this final action and the advisory action is not mailed until after

the end of the THREE-MONTH shortened statutory period, then the shortened statutory period

will expire on the date the advisory action is mailed, and any extension fee pursuant to 37



Application/Control Number: 09/660,468

Art Unit: 1647

Page 7

CFR 1 . 136(a) will be calculated from the mailing date of the advisory action. In no event,

however, will the statutory period for reply expire later than SIX MONTHS from the date of this

Any inquiry concerning this communication or earlier communications from the examiner should be directed to

David S. Romeo whose telephone number is (703) 305-4050. The examiner can normally be reached on Monday through

Friday from 7:30 a.m. to 4:00 p.m.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Kunz, can be

reached ON (703) 308-4623.

IF SUBMITTING OFFICIAL CORRESPONDENCE BY FAX, APPLICANTS ARE ENCOURAGED TO SUBMIT OFFICIAL CORRESPONDENCE TO

THE FOLLOWING TC 1 600 BEFORE AND AFTER FlNAL RiGHTFAX NUMBERS:

Before Final (703) 872-9306

After Final (703) 872-9307

IN ADDITION TO THE OFFICIAL RiGHTFAX NUMBERS ABOVE, THE TC 1600 FAX CENTER HAS THE FOLLOWING OFFICIAL FAX

NUMBERS: (703) 305-3592, (703) 308-4242 AND (703) 305-3014.

CUSTOMERS ARE ALSO ADVISED TO USE CERTIFICATE OF FACSIMILE PROCEDURESWHEN SUBMITTING A REPLY TO A NON-FINAL

or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8).

Faxed draft or informal communications should be directed to the examiner at (703) 308-0294.

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed

to the Group receptionist whose telephone number is (703) 308-0196.

final action.

David Romeo
Primary Examiner
Art Unit 1647

DSR
May 20, 2003


